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Art Unit: 1642 

DETAILED ACTION 

1. Claims 1-69 are pending in the application and are currently subject to restriction. 

Election/Restrictions 

2. Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

Group 1. Claims 1-14, drawn to a method for determining whether an agent can be 
used to reduce the growth of a tumor, wherein said method comprises obtaining a 
sample of tumor cells and determining whether the tumor cells express one or. 
more sensitivity markers, classified in class 435, subclass 6 or subclass 7.1. 

Group XL Claims 15-28, drawn to a method for determining whether an agent can be 
used to reduce the growth of a tumor, wherein said method comprises obtaining a 
sample of tumor cells and determining whether the tumor cells express one or 
more resistance markers, classified in class 435, subclass 6 or subclass 7.1. 

Group III. Claims 29-36, drawn to a method for determining whether an agent can be 
used to reduce the growth of a tumor, wherein said method comprises obtaining a 
sample of tumor cells, exposing the tumor cells to one or more agents, and 
determining whether the tumor cells express one or more sensitivity markers, 
classified in class 435, subclass 6 or subclass 7.1. 

Group IV. Claims 37-44, drawn to a method for determining whether an agent can be 
used to reduce the growth of a tumor, wherein said method comprises obtaining a 
sample of tumor cells, exposing the tumor cells to one or more agents, and 
determining whether the tumor cells express one or more resistance markers, 
classified in class 435, subclass 6 or subclass 7.1. 
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Group V. Claims 45-56, drawn to a method for determining treatment with an anti- 
cancer agent should be continued in a cancer patient, wherein said method 
comprises obtaining two or more samples comprising tumor cells from a patient 
during the course of anti-cancer treatment and determining whether the tumor 
cells express one or more sensitivity markers, classified in class 435, subclass 6 or 
subclass 7.1. 

Group VI. Claims 57-68, drawn to a method for determining treatment with an anti- 
cancer agent should be continued in a cancer patient, wherein said method 
comprises obtaining two or more samples comprising tumor cells from a patient 
during the course of anti-cancer treatment and determining whether the tumor 
cells express one or more resistance markers, classified in class 435, subclass 6 or 
subclass 7.1. 

Group VIL Claim 69, insofar as the claim is drawn to a method for reducing the 
growth rate of cancer in a patient, wherein said method comprises administering 
to a patient with cancer an agent identified by the method of claim 1 or 8, 
classified in class 424 or 514, but which cannot be fiiUy classified, since the 
chemical and biologic nature of the agent is not specified. 

Group VIIL Claim 69, insofar as the claim is drawn to a method for reducing the 
growth rate of cancer in a patient, wherein said method comprises administering 
to a patient with cancer an agent identified by the method of claim 15 or 22, 
classified in class 424 or 514, but which cannot be fiiUy classified, since the 
chemical and biologic nature of the agent is not specified. 

Group IX. Claim 69, insofar as the claim is drawn to a method for reducing the 
growth rate of cancer in a patient, wherein said method comprises administering 
to a patient with cancer an agent identified by the method of claim 29 or 33, 
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classified in class 424 or 514, but which cannot be fully classified, since the 
chemical and biologic nature of the agent is not specified. 

Group X. Claim 69, insofar as the claim is drawn to a method for reducing the 
growth rate of cancer in a patient, wherein said method comprises administering 
to a patient with cancer an agent identified by the method of claim 37 or 41, 
classified in class 424 or 514, but which cannot be fully classified, since the 
chemical and biologic nature of the agent is not specified. 

3. The inventions are distinct, each from the other because of the following reasons: 

Groups I-X are distinct, each from the other, because the recited processes of the claimed 
inventions in each group are different, as the processes comprise a different or unique set of steps 
and are materially different or unique. In addition, the inventions of groups I and II are methods 
comprising determining whether a tumor cell expresses one or more markers, so as to make a 
priori determination of whether or not an agent can be used to reduce the growth of a tumor; 
whereas the inventions of group III and IV are methods comprising exposing tumor cells to one 
or more agents, which does or does not reduce the growth of a tumor, and determining how the 
expression of one or more markers is affected by the exposure, so as to develop a signature 
expression pattem of one or markers, which is indicative of tumors that are or are not sensitive to 
the effects of the agent or agents; and the inventions of group V and VI are methods comprising 
monitoring the effects of an anticancer treatment by comparing the expression of one or markers 
in samples acquired from a patient at different time points during the course of treatment, so as to 
determine whether or not the treatment should be continued. In contrast, the inventions of 
groups VII-X are different processes for reducing the growth rate of cancer in a patient, each of 
which comprises distinct steps. Accordingly, the objective to practicing the claimed methods in 
each group differs, the outcome or endpoint determined or measured in practicing the claimed 
methods in each group differs, and the probability of success in practicing the claimed methods 
in each group differs, such that each group has achieved a different status in the art and the 
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examination of any one group would require considerations not required for examination of any 
other. 



4. Because these inventions are distinct for the reasons given above and also because the 
search required for any one group is not required for any other group and/or the inventions have 
acquired a separate status in the art as shown by their different classification or their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 

5. Each of groups I-X is further subject to a restriction of patentably distinct species of 
invention: 

(a) In each of groups I-X, the claims are drawn to ^patentably distinct species of invention, 
wherein the one or more markers to which the claims refer is selected from those recited in 
Tables 1-6 of the specification. 

It is recognized that the claims in each of groups I-X specify a process comprising 
determining the presence, or the expression level of at least one marker. Each marker is a 
different product, having a different sequeiice and requiring a unique search that is not required 
of any of the other markers. In addition, the search of any single marker will not provide 
adequate information regarding any of the other markers. Therefore, to the extent that the claims 
in each of groups I-X are drawn to a process comprising determining the presence, or the 
expression level of any one marker or any one combination of markers selected from Tables 1-6 
of the specification, the claims are drawn to patentably distinct inventions. 

Accordingly, Applicant is required under 35 U.S.C. 121 to specifically elect a single 
disclosed species of invention by specifically identifying the at least one marker from the 
markers recited in Tables 1-6 of the specification to which the claims of the elected group will be 
drawn for prosecution on the merits and to which the claims shall be restricted if no generic 
claim is finally held to be allowable. The Examiner notes that the recitation of one novel and 
nonobvious marker within a specifically claimed combination of one or more markers would 
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render the combination allowable over the prior art, but not necessarily over 35 U.S.C. §§ 101 
and 112. 

(b) Regarding groups III, IV, IX, and X, the claims are drawn to patentably distinct species 
of invention, wherein the one or more agents to which the claims refer is selected from those 
agents disclosed in the specification. 

It is recognized that the clainis in each of groups III, IV, IX, and X specify a process 
comprising exposing the tumor cells to at least one agent. Each agent is a different product, 
having a different structure and/or mode of action and requiring a unique search that is not 
required of any of the other agents. In addition, the search of any single agent will not provide 
adequate information regarding any of the other agents. Therefore, to the extent that the claims 
in each of groups III, IV, IX, and X are drawn to a process comprising exposing the tumor cells 
to at least any one agent selected from those agents disclosed in the specification, the claims are 
drawn to patentably distinct inventions. 

Accordingly, Applicant is required under 35 U.S.C. 121 to specifically elect a single 
disclosed species of invention by specifically identifying the at least one agent from those 
disclosed in the specification to which the claims of the elected group will be drawn for 
prosecution on the merits and to which the claims shall be restricted if no generic claim is finally 
held to be allowable. The Examiner notes that the recitation of one novel and nonobvious agent 
within a specifically claimed combination of one or more agents would render the combination 
allowable over the prior art, but not necessarily over 35 U.S.C. §§ 101 and 1 12. 

(c) Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, Applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
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the election, Applicant must indicate which are readable upon the elected species. MPEP § 
809.02(a). 

Should Applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

6. Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 CFR 
1.143). 

7. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in comphance with 37 GFR 1. 48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stephen L. Rawlings, Ph.D. whose telephone number is (571) 
272-0836. The examiner can normally be reached on Monday-Friday, 8:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne (Bonnie) Eyler, Ph.D. can be reached on (571) 272-0871. The fax phone 
number for the organization where this application or proceeding is assigned is 703-872-9306. 
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